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DETAILED ACTION 

Drawings 

1 . The drawings were received on 4/25/05. These drawings are accepted. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 2, 3, 5, 6, 24, 28 and 29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sarge et al (2001/0041881 ) in view of Klint (2001/0044633) and 
Pursley (6,030,371). 

With regard to claim 28, Sarge et al teaches a method of making a catheter 
(abstract), comprising the steps of: winding a filament onto a core member while 
rotating the core member relative to a filament source and passing the filament source 
in a first direction of axial movement relative to the core member, and reversing a 
direction of axial movement of the filament source while continuing to wind the filament 
onto the core member, whereby the filament is continuously wound onto the core 
member to form a first fibrous layer as the filament source is moved relative to the core 
member from a first axial position to a second axial position and then back to the first 
axial position (paragraph 0067). Klint teaches winding a group of filaments 
simultaneously (paragraph 0015). At the time of the invention, it would have been 
obvious to a person of ordinary skill in the art to wind a group of filaments 
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simultaneously in the process taught by Sarge et al. The motivation to do so would 
have been to promote the uniform and well-defined characteristics along the length of 
the catheter (Klint, paragraph 0065). Pursley teaches providing a guide assembly 
having a filament engaging surface, and arranging said guide assembly such that the 
filament engaging surface lies in a plane which is generally perpendicular to a 
longitudinal axis of the core member (Figure 1b). At the time of the invention, it would 
have been obvious to a person of ordinary skill in the art to use the guide assembly 
taught by Pursley in the process taught by Sarge et al. The motivation to do so would 
have been to achieve a winding angle range that is far superior to the range achieved 
by other braiding/wrapping operations (Pursley, column 5, lines 45-51 ). 

With regard to claim 2, Sarge et al teaches anchoring the filament at or near a 
proximal end of the core member before winding the filament onto the core member 
(paragraph 0063). 

With regard to claim 3, Sarge et al teaches the filament is wound onto the core 
member continuously from the proximal end of the core member to a distal end thereof 
and then back to the proximal end (paragraph 0065-0067; Figure 3). 

With regard to claim 5, Sarge et al teaches that the core member is a mandrel on 
which the catheter is formed (paragraph 0080). 

With regard to claim 6, Sarge et al teaches that the core member is a substrate 
that forms an inner lining of the catheter (paragraph 0063). 

With regard to claim 24, Klint teaches that the group of filaments is wound with a 
variable pitch such that a filament group spacing at a distal end of the core member is 
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narrower than a filament group spacing at a proximal end of the core member 
(paragraph 0020, reducing the number of wires changes the spacing). 

4. Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sarge et 
al (2001/0041881) in view of Klint (2001/0044633), Pursley (6,030,371 ) and McMickle et 
al (4,484,586). 

With regard to claim 29, Sarge et al in view of Klint and Pursley teaches the 
invention of claim 28, and teaches varying a pitch of the group of filaments being wound 
onto the core member (Sarge et al, paragraph 0067), but does not explicitly teach 
varying a rotation speed of the core member or a translation speed of the filament 
source along the core member. McMickle teaches varying the pitch by changing the 
rotation speed in relation to the translation speed (column 2, lines 45-47). At the time of 
the invention, it would have been obvious to a person of ordinary skill in the art to vary 
the pitch in the process taught by Sarge et al by changing the rotation speed in relation 
to the translation speed. The motivation to do so would have been to form a length of 
tubing with varying degrees of flexibility along its length (McMickle et al, column 2, lines 
47-50). 

5. Claims 32, 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Klint (2001/0044633) in view of Sarge et al (2001/0041881) and Pursley 
(6,030,371). 

With regard to claim 36, Klint teaches a method of making a catheter (abstract), 
comprising the step of winding a group of filaments simultaneously onto a core member 
(paragraph 0015) but does not expressly teach rotating the core member relative to a 
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source of said filaments and passing the source of filaments in a first direction of axial 
movement relative to the core member. Sarge et al teaches rotating the core member 
relative to a source of said filaments and passing the source of filaments in a first 
direction of axial movement relative to the core member (paragraph 0067). At the time 
of the invention, it would have been obvious to a person of ordinary skill in the art to 
wind the filaments in the process taught by Klint by rotating the core member and 
passing the filaments in a first direction as taught by Sarge et al. The motivation to do 
so would have been to wind the filaments at different pitches (Sarge et al, paragraph 
0066). Pursley teaches providing a guide assembly having a filament engaging 
surface, and arranging said guide assembly such that the filament engaging surface lies 
in a plane which is generally perpendicular to a longitudinal axis of the core member 
(Figure 1b). At the time of the invention, it would have been obvious to a person of 
ordinary skill in the art to use the guide assembly taught by Pursley in the process 
taught by Klint. The motivation to do so would have been to achieve a winding angle 
range that is far superior to the range achieved by other braiding/wrapping operations 
(Pursley, column 5, lines 45-51). 

With regard to claim 32, Klint teaches that the group of filaments is wound with a 
variable pitch such that a filament group spacing at a distal end of the core member is 
narrower than a filament group spacing at a proximal end of the core member 
(paragraph 0050). 

With regard to claim 37, Sarge et al teaches reversing a direction of axial 
movement of the source of filaments relative to the core member while continuing to 
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wind the group of filaments onto the core member, whereby the filaments are 
continuously wound onto the core member as the source of filaments is moved relative 
to the core member from a first axial position to a second axial position and then back to 
the first axial position (paragraph 0068). At the time of the invention, it would have been 
obvious to a person of ordinary skill in the art to move source of filaments relative to the 
core member from a first axial position to a second axial position and then back to the 
first axial position. The motivation to do so would have been to form two layers of 
filaments to build a catheter having two or more discrete tubular members having 
different performance characteristics (Sarge et al, paragraph 001 1 ). 
6. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Klint 
(2001/0044633) in view of Sarge et al (2001/0041881), Pursley (6,030,371) and 
McMickle et al (4,484,586). 

With regard to claim 31 , Klint in view of Sarge et al and Pursley teaches the 
invention of claim 36, and teaches varying a pitch of the group of filaments being wound 
onto the core member (Klint, paragraph 0020), but does not explicitly teach varying a 
rotation speed of the core member or a translation speed of the filament source along 
the core member. McMickle teaches varying the pitch by changing the rotation speed in 
relation to the translation speed (column 2, lines 45-47). At the time of the invention, it 
would have been obvious to a person of ordinary skill in the art to vary the pitch in the 
process taught by Klint by changing the rotation speed in relation to the translation 
speed. The motivation to do so would have been to form a length of tubing with varying 
degrees of flexibility along its length (McMickle et al, column 2, lines 47-50). 
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7. Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sarge et 
al (2001/0041881) in view of Klint (2001/0044633). 

With regard to claim 50, Sarge et al teaches a method of making a catheter 
(abstract), comprising the steps of: winding a filament onto a core member while 
rotating the core member relative to a filament source and passing the filament source 
in a first direction of axial movement relative to the core member, and reversing a 
direction of axial movement of the filament source while continuing to wind the filament 
onto the core member, whereby the filament is continuously wound onto the core 
member to form a first fibrous layer as the filament source is moved relative to the core 
member from a first axial position to a second axial position and then back to the first 
axial position (paragraph 0067) and anchoring the filament at or near a proximal end of 
the core member before winding the filament onto the core member (paragraph 0063). 
Klint teaches winding a group of filaments simultaneously (paragraph 0015). At the time 
of the invention, it would have been obvious to a person of ordinary skill in the art to 
wind a group of filaments simultaneously in the process taught by Sarge et al. The 
motivation to do so would have been to promote the uniform and well-defined 
characteristics along the length of the catheter (Klint, paragraph 0065). 

8. Claim 51 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sarge et 
al (2001/0041881) in view of Klint (2001/0044633) and Pursley (6,030,371). 

With regard to claim 51 , Sarge et al in view of Klint teaches the invention of claim 
50. Furthermore, Klint teaches orienting the group of filaments into a plane which is 
generally perpendicular to the longitudinal axis of the core member (Figure 7) and 
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causing the filaments to be naturally reoriented and packed tightly against one another 
(Figure 7). Pursley teaches providing a guide assembly having a filament engaging 
surface, and arranging said guide assembly such that the filament engaging surface lies 
in a plane which is generally perpendicular to a longitudinal axis of the core member 
(Figure 1b). At the time of the invention, it would have been obvious to a person of 
ordinary skill in the art to use the guide assembly taught by Pursley in the process 
taught by Sarge et al. The motivation to do so would have been to achieve a winding 
angle range that is far superior to the range achieved by other braiding/wrapping 
operations (Pursley, column 5, lines 45-51). 

Response to Arguments 

9. Applicant's arguments with respect to claims 28 and 36 have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

1 0. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David T. Beck whose telephone number is 571-272- 
2942. The examiner can normally be reached on Monday - Friday, 8AM - 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Colaianni can be reached on 517-272-1196. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



DTB 

June 23, 2005 




